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DETAILED ACTION 
Election 

1. Applicant's election of Group V, claims 2-14, filed November 25, 2003, is 
acknowledged. Because applicant did not distinctly and specifically point out the 
supposed errors in the restriction requirement, the election has been treated as an 
election without traverse (MPEP § 818.03(a)). 
2 Claims withdrawn : 

Claims 1 and 15-98 are withdrawn from further consideration by the examiner, 37 
CFR 1.142(b), as being drawn to a non-elected invention, the requirement having been 
treated as not traversed as explained above. 

3. Specification 

The specification has not been checked to the extent necessary to determine the 
presence of all possible minor errors. Applicant's cooperation is requested in correcting 
any errors of which applicant may become aware in the specification. 

4. The examiner for this application has changed. Please make a note of it. 

5. 35 (7.S.C. § 112, first paragraph (Written Description) 

Claims 2-14 are rejected under 35 U.S.C. 112, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventors, at the time the 
application was filed, had possession of the claimed invention. 

Claims recite 'an isolated polynucleotide that encodes at least 10 or 15 
consecutive amino acids of a polypeptide of SEQ ID NO: 2' and vector or host cell 
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comprising the short polynucleotide sequence (claims 2-5); or where the isolated 
polynucleotide encodes a polypeptide having the sequence of DSP-15 of SEQ ID NO : 
2 or a variant thereof that is modified one or more deletion, addition, insertion or 
substitution resulting in a sequence change of no more 50% (claim 6); or a modified 
polynucleotide of claim 6 that comprises SEQ ID NO : 1 (claim 7); or vectors or host 
cells comprising the modified SEQ ID NO : 1 and method of making DSP-15 
polypeptide (claims 8-9 & 14); an antisense polynucleotide comprising at least 15 
consecutive nucleotides (claim 10); or a polynucleotide that hybridizes to the 
compliment of SEQ ID NO : 1 under specific wash conditions (claim 11) and vector or 
host cell comprising such a compliment (claims 12-13). 

The specification, however, only provides one representative species from Homo 
sapien of SEQ ID NO : 1 (1980 nucleotides in length) encoding a dual specificity 
phosphatase (DSP-15) of SEQ ID NO : 2 (659 amino acids in length) that is capable of 
dephosphorylating both phosphotyrosine and phosphothreonine/serine (see sequence 
listing and instant specification, page 2, lines 3-5). 

There is no disclosure of any particular structure to function/activity relationship 
in the single disclosed species to the claimed modified sequences or sequences of 
varying lengths (for example, polynucleotide encoding 10 or 15 amino acids; or 
antisense polynucleotide comprising 15 consecutive nucleotide); or to other species 
where such sequences are conserved in order to establish a relationship among 
species or modify the enzyme by substitution, deletion or addition in order to make a 
polypeptide at least 50% identical to SEQ ID NO : 2 and still have DSP-15 activity. The 
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specification also fails to describe additional representative species of the DSP-15 by 
any identifying functional characteristics other than the fragment size or modifications of 
specific sequences recited in claims, for which no predictability of function is apparent. 
No description is given regarding the stringency (low, medium or high) of hybridization 
as well as the specific hybridization conditions required, apart from the conditions 
including the wash protocol. Given the lack of additional representative species, such as 
that discussed above, Applicants have failed to sufficiently describe the claimed 
invention, in such full, clear, concise, and exact terms that a skilled artisan would 
recognize Applicants were in possession of the claimed invention. 
Therefore, the written description requirement is not satisfied. 

Enablement 

6. Claims 2-14 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for an isolated polynucleotide encoding dual 
specificity phosphatase of SEQ ID NO: 2, does not reasonably provide enablement for 
any polynucleotide fragment (30 or 45 nucleotides in length) encoding a polypeptide 10 
or 15 amino acid in length or vector/host cell comprising such a polynucleotide (claims 
2-5); or a polynucleotide encoding a DSP-15 polypeptide having 50% identity to SEQ 
ID NO: 2 or vector/host cell comprising such a polynucleotide (claims 6-9). The 
specification also does not provide enablement an antisense polynucleotide comprising 
at least 15 consecutive nucleotides or a polynucleotide that detectably hybridizes to a 
compliment of the sequence of SEQ ID NO : 1 under stringency conditions not defined 
in the specifications. The specification does not enable any person skilled in the art to 
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which it pertains, or with which it is most nearly connected, to make the invention 
commensurate in scope with these claims. 

The scope of the claims is not commensurate with the enablement provided by 
the disclosure with regard to the extremely large number of variant/fragments of the 
polynucleotides of SEQ ID NO : 1 broadly encompassed by the claims. Since the 
amino acid sequence of a protein determines its structural and functional properties, 
predictability of which changes can be tolerated in a protein's amino acid sequence and 
obtain the desired activity requires a knowledge of and guidance with regard to which 
amino acids in the protein's sequence, if any, are tolerant of modification and which are 
conserved (i.e. expectedly intolerant to modification), and detailed knowledge of the 
ways in which the proteins' structure relates to its function. However, in this case the 
disclosure is limited to the nucleotide and encoded amino acid sequence of DSP 15 
polypeptide of SEQ ID NO : 2. 

No guidance is provided regarding how to make the make polynucleotide 
fragments of 30 or 45 nucleotides in length that would encode a functional and bioactive 
polypeptide 10 or 15 amino acids in length. Further no guidance or examples are 
provided for making a variant polynucleotide encoding a variant DSP-15 wherein the 
polypeptide is modified to the extent of 50%. While recombinant and mutagenesis 
techniques are known, it is not routine in the art to screen for multiple substitutions or 
multiple modifications of polynucleotide(s) encoding DSP-15 polypeptide(s) for use in 
construction of vector, host cell or in the method of making the protein recombinantly, as 
encompassed by the instant claims, and the positions within a protein's sequence where 
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amino acid modifications can be made with a reasonable expectation of success in 
obtaining the desired activity/utility are limited in any protein and the result of such 
modifications is unpredictable, specially in view of the dual specificity of the 
phosphatase (DSP-15) of SEQ ID NO : 2, i.e., dephosphorylating both phosphotyrosine 
and phosphothreonine/serine. In addition, one skilled in the art would, expect any 
tolerance to modification for a given protein to diminish with each further and additional 
modification, e.g. multiple substitutions. 

The specification does not support the broad scope of the claims which 
encompass all modifications of any polynucleotide encoding DSP-15 polypeptide with 
50% identity to the DSP-15 polypeptide of SEQ ID NOS: 2, because the specification 
does not establish: (A) regions of the protein structure which may be modified without 
effecting DSP-15 activity; (B) the general tolerance of DSP-15 polypetides to 
modification and extent of such tolerance; (C) a rational and predictable scheme for 
modifying any DSP-15 residues with an expectation of obtaining the desired biological 
function; and (D) the specification provides insufficient guidance as to which of the 
essentially infinite possible choices is likely to be successful. 

With regard to claims 11-14, directed to a polynucleotide sequence that 
hybridizes to the disclosed sequences, Applicants have not sufficiently defined the 
conditions under which the hybridizations are to take place. Nucleic acid hybridization 
assays are extremely sensitive to the conditions in which they are performed. The 
buffer composition, pH, temperature, length of time, salt concentrations, quality and 
source of template nucleic acid, are all variables which determine the reproducibility of a 



Application/Control Number: 09/955,732 Page 7 

Art Unit: 1652 

given hybridization experiment. Given the unpredictability of the art and the nature of 
hybridization experiments in general, it is not sufficient to merely cite hybridization wash 
conditions without a clear and explicit recitation of the conditions associated with the 
hybridization. For example, the definition of stringency as it pertains to hybridization 
conditions is subject to interpretation and is different from laboratory to laboratory. 
Therefore, without a clear and explicit recitation of the conditions which were actually 
used by Applicants in isolating the claimed polynucleotides which hybridize to the 
disclosed sequences, the skilled artisan would not be able to practice the claimed 
invention and would not be reasonably apprised of the metes and bounds of the claimed 
invention. Without such guidance, the experimentation left to those skilled in the art is 
undue. Including in the claims the exact nature of the hybridization conditions used to 
isolate the claimed polynucleotides would aid in overcoming this portion of the rejection. 

Thus, applicants have not provided sufficient guidance to enable one of ordinary 
skill in the art to make and use the claimed invention in a manner reasonably correlated 
with the scope of the claims broadly including polynucleotide(s) encoding DSP-15 with 
an enormous number of amino acid modifications of the of SEQ ID NOS: 2. The scope 
of the claims must bear a reasonable correlation with the scope of enablement ( In re 
Fisher . 166 USPQ 19 24 (CCPA 1970)). Without sufficient guidance, determination of 
polynucleotide(s) encoding DSP-15 having the desired biological characteristics is 
unpredictable and the experimentation left to those skilled in the art is unnecessarily, 
and improperly, extensive and undue in using the modified enzyme in the method 
claimed. See In re Wands 858 F.2d 731 , 8 USPQ2nd 1400 (Fed. Cir, 1988). 
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7 . 35 U.S.C. §112, second paragraph 

Claims 6-9 & 14 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claims 6 & 14 recite not so common abbreviations, viz., 'DSP-15 and/or 
MAP.../. The claims are indefinite for such a recitation. The first use of not so common 
abbreviation(s) must be spelled out, which may be abbreviated in the subsequent 
claims. 

8 Applicants provisional application 60/233,833, filed 09.19.2000, is acknowledged 
and this date will be considered for prior art purposes. 
9. Claim Rejections - 35 USC §102 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 2-3 & 10 are rejected under 35 U.S.C. 102(e) as being anticipated by Liou 
et al. [WO 02/20732 A2, 7 September 2000]. Liou et al. teach a polynucleotide 
(accession no. ABL40801) encoding human MAP-kinase phosphatase like-enzyme [see 
the enclosed sequence alignment between Applicants' SEQ ID NO : 1 and accession 
no. ABL40801]. There are two regions of about 323 & 480 contiguous nucleotide 
matches between the two sequences and an overall sequence identity of about 35%. 
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Such a sequence will inherently encode at least 10 or 15 consecutive amino acids and 
therefore anticipates the claimed invention. 

10. Claims 2-3 & 10 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Tang et al. [WO 02/22660 A2, 11 September 2000]. Tang et al. teach a polynucleotide 
sequence [Accession No. ABN59832, see the enclosed sequence search alignment] 
that aligns and has a 100% match with Applicants' first 851 nucleotides of SEQ ID NO : 
1, and has an overall sequence identity of 43%. Such a sequence will inherently 
encode at least 10 or 15 consecutive amino acids and therefore anticipates the claimed 
invention. 

11. The following is a quotation of the appropriate paragraphs of 35 U.S.C. □ 102 
that form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a 
printed publication in this or a foreign country, before the invention thereof by the applicant for 
a patent. 

Claims 2-3 and 10 are rejected under 35 U.S.C. 102(a) as being anticipated by 
EST Accession No. BE531347 for similar reasons as explained in items 9 and 10 [see 
the enclosed sequence search alignment showing about 710 consecutive nucleotide 
matches between the two sequences and an over all sequence homology of about 
36%]. 

12 No claim is allowed. 

13. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Tekchand Saidha (Ph.D.) whose telephone number is 
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(571) 272-0940. The examiner can normally be reached on Monday-Friday from 8:15 
am to 4:45 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ponnathapu Achutamurthy, can be reached at (571) 272-0928. The fax 
phone number is (571) 273-0940. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the. Group receptionist whose telephone number is 
571 272-1600. 



Tekchand Saidha 
Primary Examiner, Art Unit 1 652 
Recombinant Enzymes 

E03A61 Remsen Bid. (Office), 400 Dulany Street 
Alexandria, VA 




